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DETAILED ACTION 
Status of Application 

1 . The remarks, amendments, and Request for Continued Examination filed on 
04/20/1 1 are acl<nowledged. 

2. Claims 2, 4-6, and 13-14 were previously cancelled. Claims 27-32 were 
previously withdrawn. 

3. Claim 1 was amended. 

4. Claims 1 , 3, 7-1 2, 1 5-26 and 33 are included in the prosecution. 

Continued Examination under 37 CFR 1. 1 14 

5. A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .1 7(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 04/20/1 1 
has been entered. 

Information Disclosure Statement 

6. The information disclosure statement (IDS) filed on 04/20/1 1 is acknowledged. 

The submission is in compliance with the provisions of 37 CFR 1 .97 and 1 .98. 
Accordingly, the examiner is considering the information disclosure statement. 
See attached copy of PTO-1449. 
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Response to Arguments 
Rejection of claims under 35 USC § 103(a) 

7. Applicant's arguments, see Page 6, filed 04/20/1 1 , with respect to the following 
rejections under 35 USC § 103(a) have been fully considered and are persuasive. 

• Rejection of claims 1 , 3, 7-1 2, 1 5-1 7, 21 -26 and 33 under 35 U.S.C. 1 03(a) as 
being unpatentable over Langauer (US 3,723,614) in view of Ting et al. (WO 
00/18447) 

• Rejection of claims 1 7-1 8 under 35 U.S.C. 1 03(a) as being unpatentable over 
Langauer (US 3,723,614) in view of Ting et al. (WO 00/18447) and further in view 
of Addicks et al. (US 5,041 ,430) 

• Rejection of claims 1 7 and 1 9 under 35 U.S.C. 1 03(a) as being unpatentable 
over Langauer (US 3,723,614) in view of Ting et al. (WO 00/18447) and further in 
view of Eberlin et al. (US 3,696,091) 

• Rejection of claims 17 and 20 under 35 U.S.C. 103(a) as being unpatentable 
over Langauer (US 3,723,614) in view of Ting et al. (WO 00/18447) and further 
in view of Franz et al. (US 6,555,581 B1) 

Therefore the rejections of 01/20/1 1 are withdrawn. 

However, upon further consideration, a new ground(s) of rejection is made over 
Hess et al. (CH648754 - English Translation provided by Applicant). 
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New Objections/Rejections 
Claim Objections 

8. Applicant is advised that sliould claim 1 7 be found allowable, claim 33 will be 
objected to under 37 CFR 1 .75 as being a substantial duplicate thereof. When two 
claims in an application are duplicates or else are so close in content that they both 
cover the same thing, despite a slight difference in wording, it is proper after allowing 
one claim to object to the other as being a substantial duplicate of the allowed claim. 
See MPEP § 706.03(k). 

Claim Rejections - 35 USC §102 

9. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the Invention was patented or described in a printed publication in this or a foreign country or In public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

1 0. Claims 1 , 3, 7-9, 11 -1 2, 1 5, 1 7 and 33 are rejected under 35 U.S.C. 1 02(b) as 
being anticipated by Hess et al. (CH648754 - English Translation provided by 
Applicant). 

The claimed invention is a compressed, layered pharmaceutical tablet 
comprising one or more layers forming a first inactive segment containing either an 
undetectable amount of drug or a pharmaceutically ineffective amount of drug, the 
inactive segment having a top and bottom face wherein only one of the faces contacts 
an active layer containing a drug or drugs, and the active layer being scored to form 
substantially identical first and second unitary segments each having a top and bottom 
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face wherein only one of tfie faces of eacfi unitary active segment contacts the first 
inactive segment. 

Hess teaches a compressed, layered pharmaceutical tablet that has a dividing 
groove located on one side so that the tablet can be easily divided (Abstract, Fig. 1 , and 
Example 1 - Page 4). 




Regarding instant claims 1 and 15, the limitations of the tablet are anticipated by 
Figure 1 which shows a multi-layer (layer SI and layer S2) tablet with a single break 
groove; wherein the active is present in one layer (SI) and there is a placebo (i.e., 
inactive) layer that does not contain a drug, as taught by Hess (Page 4). 



Regarding instant claim 3, the limitation of additional unitary segments in addition 
to the first and second unitary segments that are derived from the same layer or layers 
as the first unitary segment is anticipated by Figure 3a which shows a tablet that may be 
divided into three parts, as taught by Hess. 
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Regarding instant claims 7-9, the limitations of the inactive layer are anticipated 
by the layer (S2) which does not contain a drug, as disclosed by Hess (Fig. 1 and Page 
4). 

Regarding instant claim 1 1 , the limitation of the granulation containing a drug is 
anticipated by the active ingredient granulation taught by Hess (Page 4, Example 1). 

Regarding instant claim 12, the limitation of the first and second unitary 
segments that are outer segments is anticipated by the outer segments taught by Hess 
(Figure 3a). 

Regarding instant claims 17 and 33, the limitation of the drug that is effective in 
the treatment of cardiovascular conditions is anticipated by the metoprolol tartrate 
taught by Hess (Page 4, Example 1). 

Claim Rejections - 35 USC § 103 

1 1 . The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 
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4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

1 2. Claims 1 0, 1 6 and 21 -26 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Hess et al. (CH648754 - English Translation provided by Applicant) 
as applied to claims 1, 3, 7-9, 11-12, 15, 17 and 33, in view of Schmidt (US 4,786,507). 
Hess is discussed above. 

Hess does not expressly teach a granulation that does not contain a drug. 

Schmidt teaches a multi-layered tablet comprising one or more layers free from 
active substance and a layer containing an active substance (Abstract). Schmidt 
discloses advantages of the normal sized tablets that provide ease of handling and 
division (Col. 3, lines 1 1 -24). Preparation of a multi-layer tablet is disclosed (Col. 3, lines 
49-64 and Col. 4, lines 1-7). The example discloses that the placebo composition is 
prepared in the same way as the active granulation (Col. 4, lines 21-54). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to prepare a compressed, layered pharmaceutical tablet that has a 
dividing groove located on one side so that the tablet can be easily divided and which 
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contains an active layer and a placebo layer, as taught by Hess, prepare the placebo 
composition in the form of a granulation, as taught by Schmidt, and produce the instant 
invention. 

One of ordinary skill in the art would have been motivated to do this because it is 
obvious to use a known technique (preparing a placebo or inactive layer composition in 
a multi-layer tablet by granulating the placebo composition - as taught by Schmidt) to 
improve similar products (multi-layered tablet containing an active layer and a placebo 
or inactive layer - as taught by Hess). Please see MPEP 2141 . 

From the teachings of the references, it is apparent that one of ordinary skill in 
the art would have had a reasonable expectation of success in producing the claimed 
invention. Therefore, the invention as a whole was prima facie obvious to one of 
ordinary skill in the art at the time the invention was made, as evidenced by the 
references, especially in the absence of evidence to the contrary. 

Regarding instant claim 10, the limitation of a granulation that does not contain a 
drug would have been obvious over the granulation of the placebo composition as 
taught by Schmidt (Col. 4, lines 21-54). 

Regarding instant claim 16, the limitation of two additional unitary segments 
which are compositionally identical would have been obvious over the multilayered 
tablets, as taught by Hess (Abstract, Figures 1 and 3, and Page 4) in view of the 
multilayered tablets which may have one or more layers free from active substance, as 
taught by Schmidt (Abstract, Col. 3, lines 19-21 and Col. 4, lines 21-54). One of ordinary 
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skill in the art would find it obvious to provide a plurality of layers or segments and 
manipulate these layers or segments based on the desired dosage form. 

Regarding instant claims 21-22, the limitations of the first and second segments 
would have been obvious over the divisible tablet taught by Hess (Abstract, Fig. 1 , Page 
4) and by the multi-layered tablet taught by Schmidt (Abstract, Col. 3, lines 49-64 and 
Col. 4, lines 1-7 and lines 21-54). One of ordinary skill in the art would find it obvious to 
arrange and manipulate the plurality of layers or segments during the process of routine 
experimentation based on the desired dosage form. 

Regarding instant claims 23-26, the limitations of a method of breaking the 
pharmaceutical tablet and the method of administering a partial dose of a drug from the 
tablet would have been obvious over the divisible tablet taught by Hess (Abstract, Fig. 
1 , Page 4) and by the multi-layered tablet taught by Schmidt (Abstract, Col. 3, lines 49- 
64 and Col. 4, lines 1-7 and lines 21-54). One of ordinary skill in the art would find it 
obvious to break and divide the breakable tablets taught by Hess and Schmidt based on 
the desired dosage of drug to be administered since these are the advantages 
associated with divisible tablets (Hess - Abstract and Schmidt - Col. 3, lines 1 6-1 8). 
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13. Claim 18 is rejected under 35 U.S.C. 103(a) as being unpatentable over Hess et 
al. (CH648754 - English Translation provided by Applicant) as applied to claims 1 , 3, 7- 
9,11-12,15,17 and 33, in view of Schmidt (US 4,786,507), and further in view of 
Nesselroad, III (US 2004/0167207 Al). 

Hess and Schmidt are discussed above. 

Hess and Schmidt do not expressly teach the drug warfarin. 

Nesselroad teaches that tablets of warfarin were halved along their scoring lines 
in order to create smaller dosage steps between doses of warfarin and for easy daily 
dosing (Page 5, [0043]). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to prepare a compressed, layered pharmaceutical tablet that has a 
dividing groove located on one side so that the tablet can be easily divided and which 
contains an active layer and a placebo layer, as taught by Hess, prepare the placebo 
composition in the form of a granulation, as taught by Schmidt, in view of the use of 
warfarin as an active drug in a multi-scored pharmaceutical tablet, as taught by 
Nesselroad, and produce the instant invention. 

One of ordinary skill in the art would have been motivated to do this because 
divisible tablets with warfarin (tablets with scoring lines) were known in the art, as 
evidenced by the teaching of Nesselroad. Moreover, Nesselroad teaches the desirability 
of creating smaller dosage steps between doses of warfarin since "at the lower warfarin 
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doses, the interval between easily taken amounts is a significant dose change" (Page 5, 
[0043]). 

Regarding instant claim 18, the limitation of warfarin would have been obvious 
over the tablets of warfarin that were halved along their scoring lines as taught by 
Nesselroad (Page 5, [0043]). 

1 4. Claim 1 9 is rejected under 35 U.S.C. 1 03(a) as being unpatentable over Hess et 
al. (CH648754 - English Translation provided by Applicant) as applied to claims 1 , 3, 7- 
9,11-12,15,17 and 33, in view of Schmidt (US 4,786,507), and further in view of 
Eberlin et al. (US 3,696,091). 

Hess and Schmidt are discussed above. 

Hess and Schmidt do not expressly teach the drug digoxin. 

Eberlin teaches a tablet that comprises digoxin (Col. 12, lines 20-45). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to prepare a compressed, layered pharmaceutical tablet that has a 
dividing groove located on one side so that the tablet can be easily divided and which 
contains an active layer and a placebo layer, as taught by Hess, prepare the placebo 
composition in the form of a granulation, as taught by Schmidt, in view of the tablet that 
comprises digoxin, as taught by Eberlin, and produce the instant invention. 

One of ordinary skill in the art would have been motivated to do this because it is 
obvious to combine prior art elements according to known methods (incorporating 
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digoxin in a tablet and preparing a multllayered, divisible tablet) to yield predictable 
results. Please see MPEP 2141. 

Regarding Instant claim 19, the limitation of dIgoxIn would have been obvious 
over the tablet of dIgoxIn as taught by Eberlln (Col. 12, lines 20-45). 

1 5. Claim 20 Is rejected under 35 U.S.C. 1 03(a) as being unpatentable over Hess et 
al. (CH648754 - English Translation provided by Applicant) as applied to claims 1 , 3, 7- 
9,11-12,15,17 and 33, In view of Schmidt (US 4,786,507), and further in view of Franz 
etal. (US 6,555,581 B1). 

Hess and Schmidt are discussed above. 

Hess and Schmidt do not expressly teach the drug levothroxine. 

Franz teaches a tablet that comprises levothyroxine sodium (Col. 17, Table 1 , 

lines 10-22). 

It would have been obvious to one of ordinary skill in the art at the time the 
Invention was made to prepare a compressed, layered pharmaceutical tablet that has a 
dividing groove located on one side so that the tablet can be easily divided and which 
contains an active layer and a placebo layer, as taught by Hess, prepare the placebo 
composition in the form of a granulation, as taught by Schmidt, further combine it with 
the tablet that comprises levothyroxine, as taught by Franz, and produce the instant 
Invention. 
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One of ordinary skill in the art would have been motivated to do this because it is 
obvious to combine prior art elements according to known methods (incorporating 
levothyroxine in a tablet and preparing a multilayered, divisible tablet) to yield 
predictable results. Please see MPEP 2141 . 

Regarding instant claim 20, the limitation of levothroxine would have been 
obvious over the levothyroxine in the tablet taught by Franz (Col. 1 7, Table 1 , lines 1 0- 
22). 

Conclusion 

1 3. No claims are allowed. 

14. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Aradhana Sasan whose telephone number is (571) 272- 
9022. The examiner can normally be reached Monday to Thursday from 6:30 am to 
5:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert A. Wax, can be reached at 571-272-0623. The fax phone number for 
the organization where this application or proceeding is assigned is 571 -273-8300. 

Information regarding the status of an application may be obtained from the 

Patent Application Information Retrieval (PAIR) system. Status information for 

published applications may be obtained from either Private PAIR or Public PAIR. 

Status information for unpublished applications is available through Private PAIR only. 

For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 

you have questions on access to the Private PAIR system, contact the Electronic 

Business Center (BBC) at 866-217-9197 (toll-free). 

/Aradhana Sasan/ 
Examiner, Art Unit 1615 



